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This primer provides information and example scenarios meant to serve as an easy-to-follow resource for
understanding Significant New Use Rule (SNUR) and Significant New Activity (SNAc) compliance. The
primary goal of this document is to promote compliance among the regulated community. This
document does not substitute for any SNUR or SNAc provisions, nor is it a rule itself. It does not impose
legally binding requirements on the regulated community or on the U.S. Environmental Protection
Agency, Environment and Climate Change Canada, or Health Canada.

Prepared under contract GS-10F-0048X and contract EP-W-16-017 through EPA’s Office of Chemical
Safety and Pollution Prevention / Office of Pollution Prevention and Toxics / Chemical Control Division.
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1. iIntroduction

1.1 Purpose

The purpose of this primer 1s to compile easy-to-use information for stakeholders potentially
regulated under similar United States (U.S.) and Canadian requirements—Significant New Use
Rules (SNURs) in the U.S. and Significant New Activity (SNAc) provisions in Canada.
Information in this document will assist the regulated community in determining their
compliance obligations, in engaging their supply chains in communication activities to facilitate
compliance, and in sharing best practices for meeting SNUR and SNAc¢ requirements.

1.2 Canada-United States Partnership and the Regulatory Cooperation
Council (RCC) Process

Environment and Climate Change
Canada (ECCC), Health Canada (HC),
and the U.S. Environmental Protection
Agency (EPA) collaborated in the
implementation of a Regulatory
Cooperation Council (RCC) Work Plan
on Chemicals Management that focused
on SNURs and SNAcs.!

EPA and ECCC/HC held two roundtable
meetings in September 2015, to convene
stakeholders throughout the supply chain
and facilitate discussions focused on the
SNUR and SNAc programs. An
overarching issue identified by the
roundtable participants was the need for
improved outreach and education,
ranging from the basics of the
SNUR/SNAc¢ programs to specific requirements for various stakeholders, especially for
potentially less-informed stakeholder groups, such as foreign suppliers, and small, niche
companies in the United States and in Canada. Educational materials are intended to ease
compliance challenges of the various stakeholder groups. Key terms are defined in Section 4.

thttps:/www.canada.ca/en/health-canada/services/chemical-substances/chemicals-management-plan/canada-united-
states-regulatory-cooperation-council/workplan-stream-a-new-activity-provisions.html, accessed April 5, 2017.
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U.S. Significant New Use Rules (SNURs): Existing and New Chemicals, under the
Toxic Substances Control Act (TSCA)

2.1 Overview of SNURs

Section 5(a)(2) of the Toxic Substances Control Act (TSCA), as amended by the Frank R.
Lautenberg Chemical Safety for the 21* Century Act, authorizes EPA to determine that a use of
a chemical substance is a “significant new use.” EPA must make this determination by rule after
considering all relevant factors. These factors include:

o The projected volume of manufacturing (including import) and processing of a chemical
substance;’

o The extent to which a use changes the type or form of exposure of humans or the
environment to a chemical substance;

e The extent to which a use increases the magnitude and duration of exposure of humans or
the environment to a chemical substance; and

o The reasonably anticipated manner and methods of manufacturing, processing,
distribution in commerce, and disposal of a chemical substance.?

Under TSCA Section 5(a)(1), a person desiring to manufacture or process for commercial
purposes the chemical substance or mixtures containing it for a significant new use identified in
the SNUR must notify EPA at least 90 days prior to initiating manufacture or processing for the
significant new use [see 40 CFR §721.5(a)(1)].

This notification initiates EPA’s evaluation of the conditions of use, which means the
circumstances under which a chemical substance is intended, known, or reasonably foreseen to
be manufactured, processed, distributed in commerce, used or disposed of, associated with the
significant new use within the applicable review period. The person may not manufacture or
process the chemical substance or mixture for the significant new use until EPA has conducted a
review of the notice, made a determination on the notice under section 5(a)(3), and taken such
actions as are required in association with that determination. SNURs can be promulgated for
existing chemicals and new chemicals.

2 Under TSCA Section 3, the definition of the term “manufacture” includes import into the customs territory of the
United States. “Import” is included whenever “manufacture” is used in the context of TSCA in this document.
2TSCA § 5(a)2), 15U.S.C. § 2604(a)(2).

1 https://www.epa.gov/isca-inventory, accessed April 7, 2017.

* hitps://www.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-tsca/basic-information-review-
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2.2 “Existing” versus “New”*’

EPA classifies chemical substances as either “existing” or “new.” “Existing” chemical
substances are chemicals that were already in commerce when TSCA was enacted in 1976, and
those that have undergone EPA review since then and have been added to the TSCA Chemical
Substance Inventory.® Any chemical substance that is not on the TSCA Inventory is classified as
a new chemical. To determine if a substance is a new chemical, it is necessary to consult EPA’s
TSCA Inventory, which lists “existing” substances. EPA’s Substance Registry Services can be
used to determine if a chemical substance is listed on the public TSCA Inventory (see Section
2.10.1). The public version of the Inventory does not contain chemical identities that are claimed
confidential. Someone with a valid commercial need for EPA to verify if a substance is on the
Inventory can submit a Bona Fide Intent to Manufacture or Import Notice (“bona fide notice”) to
obtain a written determination from EPA. A chemical is considered new until it is reviewed
under the TSCA New Chemicals Review program and is added to the Inventory.

The TSCA Inventory uses special flags to identify those substances on the Inventory that are the
subject of an EPA rule or order promulgated under TSCA, as well as to indicate types of full or
partial exemption from TSCA reporting requirements. The meanings of the flags are described
on the EPA TSCA Inventory website.’

2.3 Substances Excluded from TSCA

Certain substances are generally excluded from TSCA, including: pesticides (when
manufactured, processed, or distributed in commerce for use as such); foods, food additives,
drugs, and cosmetics (when manufactured, processed, or distributed in commerce for use as
such); tobacco and tobacco products; nuclear material; and munitions, provided that they do not
also have uses subject to TSCA. For the most part, these substances are covered under other
federal laws.

2.4 The Premanufacture Notice (PMN) Process

This discussion of the PMN process is relevant to SNURs, as prior to manufacture or processing
of a new chemical, a notice must be filed with EPA under Section 5 of TSCA. A PMN must be
submitted at least 90 days prior to initiating the activity. Significant New Use Notices (SNUNs)

new, accessed September 1, 2016.
* htips:/Awww.epa.gov/isca-inventory, accessed April 7, 2017.
8 hitps://www.epa.gov/tsca-inventory/how-access-tsca-inventory, accessed September 1, 2016.
.
ibid.
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submitted in response to a SNUR are handled the same way.

Further, there are similar TSCA section 5 notice requirements for the manufacture or processing
of living microorganisms, which can also result in issuance of a SNUR. A Microbial Commercial
Activity Notice (MCAN) is submitted for commercial “new” (intergeneric) microorganisms.®?
Further information on MCANSs and regulation of biotechnology under TSCA can be found in
the EPA Fact Sheet, “Microbial Products of Biotechnology Summary of Regulations under the
Toxic Substances Control Act.”"

In general, TSCA Section 5 notices require that all reasonably ascertainable information on
chemical identity, production volume, byproducts, use, environmental release, disposal practices,
and human exposure be included in the notice. In addition, EPA requires that the following
information be submitted with the notice: any health and environmental information in the
possession or control of the submitter, parent company or affiliates, and a description of any
other applicable information known to or reasonably ascertainable by the submitter. See 40 CFR
720.45 and 40 CFR 720.50 for specific requirements. Electronic PMN software'! allows
manufacturers of TSCA chemical substances to use the Internet, through EPA’s Central Data
eXchange (CDX), to submit TSCA Section 5 notices to EPA.

2.5 New Chemical Determinations®?

Under TSCA," once EPA receives a PMN, MCAN, or significant new use notice (SNUN), the
agency must make one or more of the following determinations:

o “Not likely to present an unreasonable risk” Determinations (See TSCA Section
5(a)(3)(C)) — In cases where EPA determines that a new chemical or significant new use
is not likely to present an unreasonable risk of injury to health or the environment under
the conditions of use, EPA will notify the submitter of its decision under TSCA Section
5(a)(3)(C) and publish its findings in a statement in the Federal Register pursuant to
TSCA Section 5(g). This includes cases for which EPA initially had concerns regarding
the conditions of use of a PMN chemical substance but such concerns were subsequently
adequately addressed through amendment of the PMN during the review period in

¥ Those who manufacture, process, and/or import microorganisms for research and development activities are
required to submit a TSCA Experimental Release Application (TERA) in lieu of an MCAN.

? Please see EPA’s webpage for Filing a Biotechnology Submission under TSCA for further guidance:
https://www .epa.gov/regulation-biotechnology-under-tsca-and-fifra/filing-biotechnology-submission-under-tsca
10 hitps://www.epa.gov/regulation-biotechnology-under-tsca-and-fifra/tsca-biotechnology-regulatory-and-policy-
related, accessed November 4, 2016.

U hitps://www.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-tsca/how-submit-e-pmn,
accessed September 1, 2016.

2 hitps://www.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-isca/regulatory-actions~under-
tsca#5(f), accessed November 4, 2016.

B https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/frank-r-lautenberg-chemical-safety-2 I st-
century-act, accessed September 1, 2016.
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conjunction with the issuance of a SNUR, or issuance of a SNUR without amendment of
the PMN.

o “Insufficient Information” Determinations (See TSCA Section 5(a)(3)(B)(i)) — In cases
where EPA determines that the available information is insufficient to allow EPA to
make a reasoned evaluation of the health and environmental effects of the new chemical
substance or the significant new use, EPA will issue an order pending development of
information under Section 5(e) of TSCA.

o “May present an unreasonable risk” Determinations (See TSCA Section
5(a)(3)(B)(11)(I)) — In cases where EPA determines that in the absence of sufficient
information, the manufacture, processing, distribution in commerce, use, or disposal of
the chemical may present an unreasonable risk of injury to health or the environment,
without consideration of costs or other non-risk factors, including an unreasonable risk to
a potentially exposed or susceptible subpopulation identified as relevant to the EPA
Administrator under the conditions of use, EPA will issue an order pending development
of information under Section 5(¢) of TSCA. Most TSCA Section 5(¢) Orders issued by
EPA are Consent Orders that are negotiated with the submitter of the PMN, MCAN or
SNUN.

o “Exposure-based’ Determinations (See TSCA Section 5(a)(3)(B)(1i)(II)) — In cases
where EPA determines that the chemical substance is or will be produced in substantial
quantities and either enters or may reasonably be anticipated to enter the environment in
substantial quantities or there is or may be significant or substantial human exposure to
the substance, EPA will issue an order pending the development of information under
section 5(¢) of TSCA.

o “Presents an unreasonable risk” Determinations (See TSCA Section 5(a)(3)(A)) — In
cases where EPA determines that the chemical substance presents an unreasonable risk
without consideration of costs or other non-risk factors, including an unreasonable risk to
a potentially exposed or susceptible subpopulation identified as relevant to the EPA
Administrator under the conditions of use, EPA will take the actions required under
Section 5(f)the intended conditions of use, risks can be addressed through an amended
PMN, EPA may issue a SNUR. Pursuant to Section 5(f), EPA may propose a rule under
Section 6(a) or may issue an order to prohibit or limit the manufacture, processing, or
distribution in commerce of the substance.

2.6 TSCA Section 5(e) and Section 5(f} Orders and SNURs

TSCA Section 5(¢) and Section 5(f) Orders are typically Consent Orders negotiated with the
submitter of the PMN. EPA makes the risk management decision and determines what
restrictions are needed on the manufacture, processing, distribution in commerce, use, and
disposal of the chemical. These restrictions, along with testing requirements to address the
uncertainty, will be the basis of the Consent Order. Section 5(e¢) and 5(f) Orders are only binding
on the PMN submitter for that chemical substance. The Consent Order typically contains some
or all of the following requirements as conditions:

o Testing for toxicity or environmental fate once a certain production volume or time
period is reached

viPage
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o Use of worker personal protective equipment

e New Chemical Exposure Limits (NCELs) for worker protection
e Hazard communication language

¢ Distribution and use restrictions

e Restrictions on releases to water, air and/or land

e Recordkeeping.

After issuing a Section 5(¢) or 5(f) Order, EPA generally promulgates a SNUR that requires
notice to EPA by all other manufacturers and processors who wish to manufacture or process the
chemical in a way other than described in the terms and conditions contained in the Order. The
SNUR requires that manufacturers and processors of that chemical substance notify EPA at least
90 days before beginning any activity that EPA has designated as a “significant new use.” These
new use designations are typically those activities limited or prohibited by the Section 5(e) or
5(f) Order. EPA will review the notice, make an appropriate determination on the notice, and
taken such actions as are required in association with that determination.
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2.7 Existing Chemicals
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In addition to new chemicals, SNURs can also be promulgated for new uses of existing
chemicals. In these cases a SNUR Example existing chemical SNUR: trichloroethylene
would require notice to EPA, and
that EPA conduct a review of the
notice, make a determination on
the notice and take such action as

EPA’'s June 2014 Work Plan Chemical Risk Assessment for TCE

) ; o ) identified health risks associated with several trichloroethylene
requlred in association with that uses, including the arts and craft spray fixative use, aerosol and
determination before new uses vapor degreasing, and as a spotting agent in dry cleaning facilities.
could begin or resume. SNURs for  In 2015, EPA worked with the only U.S. manufacturer of the
existing chemicals typically occur trichloroethylene spray fixative product resulting in an agreement
in three circumstances: (1) the to stop production of the trichloroethylene-containing product and
chemical has been phase d out or to reformulate the product with an alternate chemical. The

. trichloroethylene spray fixative product was being used by artists,
taken off the market for certain e : ° !

picture framers, graphic designers, and printers to provide a water
uses or has not been manufactured repellent and protective finish.

for a certain use before, (2) the
After the product was taken off the market, EPA then took action

chemical is no longer bemg by issuing a SNUR to ensure that no other manufacturers enter the
manufactured or processed for any marketplace for TCE spray fixatives and other consumer uses unless
use, or 3) there is a potential or EPA is notified of the significant new use, makes a determination
likely use of a chemical that has and takes such actions as are required in association with the
not commenced. This second determination. The s&gn!flcant new.use was determined to b<.a the

. .. manufacture or processing for use in a consumer product, with an
situation is often referred to as a exception for ongoing use of trichloroethylene in cleaners and
“dead chemical SNUR.” EPA can solvent degreasers, film cleaners, hoof polishes, lubricants, mirror
promulgate an existing chemical edge sealants, and pepper spray.

SNUR to ensure that no company Source: https://www.epd.gov/assessing-dnd-manoging-chemicals-
will be able to manufacture or under-tsca/trichioroethylene-tce, accessed September 1, 2016.
process the chemical for a specific

use (circumstance 1) or for any

use (circumstance 2) without prior notification to EPA, and EPA has conducted a review of the
notice, made an appropriate determination on the notice, and taken such actions as are required
in association with that determination..*

2.8 Consumer Products and Articles addressed by SNURs

2.8.1 Consumer products

EPA defines consumer product at 40 CFR 721.3 as “a chemical substance that is directly, or as
part of a mixture, sold or made available to consumers for their use in or around a permanent or
temporary household or residence, in or around a school, or in recreation” and defines consumer
as “a private individual who uses a chemical substance or any product containing the chemical

Y hitps//www.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-tsca/regulatory -actoins-under-
tasca#SINUR, accessed September 1, 2016.
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substance in or around a permanent or temporary household or residence, during recreation,
or for any personal use or enjoyment.” The key issue in this definition is that the chemical
substance be sold or made available to the consumer for her or his own use; for example, the ink
in a pen is made available for the consumer’s use but the refrigerant that comes within the
cooling system of a newly purchased car is not made available for the consumer’s use.

2.8.2 Articles

Importers and processors of a chemical substance as part of an article are generally exempted
from SNURSs pursuant to 40 CFR 721.45(f), but the exemption can be made inapplicable in a
particular SNUR if EPA makes an affirmative finding that there is reasonable potential for
exposure to a chemical substance through an article or category of articles [see TSCA Section 5

(@)(5)]-

For SNURs, the Agency relies on the following definition of article in 40 CFR 720.3(¢c): “a
manufactured item (1) which is formed to a specific shape or design during manufacture, (2)
which has end-use function(s) dependent in whole or in part upon its shape or design during end
use, and (3) which has either no change of chemical composition during its end use or only those
changes of composition which have no commercial purpose separate from that of the article, and
that result from a chemical reaction that occurs upon end use of other chemical substances,
mixtures, or articles; except that fluids and particles are not considered articles regardless of
shape or design.”

2.8.3 Distinction between articles and consumer products

Articles can contain chemical substances that are considered consumer products. If an article
makes available a chemical substance for consumer use, then it would be considered an article
that contains a consumer product. An example would be an ink pen. The pen would be
considered an article that contains ink that is made available to the consumer for her or his use.

An example of a difference between an article and a consumer product is automotive brake fluid.
Brake fluid would be considered part of an article when already included within an automobile’s
brake lines, but the chemicals in the brake fluid would not be considered to be a consumer
product because the automobile was not purchased for the brake fluid. When the brake fluid is
purchased by a consumer at a car supply store to add to the automobile, that brake fluid would be
considered a consumer product because it has been sold or made available to consumers for their
use.

2.9 SNUR Provisions

There are generally applicable SNUR provisions found in Subpart A of the Code of Federal
Regulations ( 40 CFR part 721), which include requirements such as recordkeeping. In addition,
the Subpart B provisions are citied for individual SNURs, some of which are described below.
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These include workplace protections, hazard communication programs, and restrictions on
disposal and releases to water. As with all SNURs, they are applicable to manufacturers and
processors. The corresponding Canadian topics and provisions are presented in Section 3.3
below.

2.9.1 Are there notification requirements for protection in the workplace and hazard
communication?

New chemical SNURs often use standard language designating certain activities as significant
new uses, set forth in Subpart B of part 721. The sections titled "Protection in the workplace" (40
CFR 721.63) and "Hazard communication program" (40 CFR 721.72) were modeled on
Occupational Safety and Health Administration (OSHA) and National Institute for Occupational
Safety and Health (NIOSH) regulations. When subject to these requirements, a SNUN would be
required before manufacture or processing associated with any use of the SNUR substance
without establishing personal protective equipment or hazard communication programs

described in those sections, including dermal protective equipment, respirators, a written hazard
communication program, labeling, Safety Data Sheets (SDS), employee information and

training, and certain precautionary statements. EPA has proposed in the Federal Register (see 81
FR 49598; July 28, 2016) changes to the TSCA SNUR regulations to align these regulations with
revisions to the OSHA Hazard Communications Standard (HCS), which are proposed to be cross-
referenced, and with changes to the OSHA Respiratory Protection Standard and the NIOSH
respirator certification requirements pertaining to respiratory protection of workers from
exposure to chemicals.

Section 5(f)(5) of TSCA addresses workplace exposure, instructing the EPA Administrator to
consult with OSHA prior to adopting any prohibition or other restriction relating to a chemical
substance with respect to which EPA has made a determination under 5(a)(3)(A) or (B) to
address workplace exposures.

2.9.2 Are there notification requirements for industrial, commercial, and consumer activities?

The section titled “Industrial, commercial, and consumer activities” can be found at 40 CFR
721.80. Using this provision, a SNUN would be required before manufacture or processing
associated with a wide range of activities (25 are listed in the regulations), including use only in
enclosed processes, a specific use, a specific production volume limit, a specific concentration
limit, limits on the physical form in which a chemical may be used, use in a consumer product,
and specific application method during use (e.g., aecrosol). No further detail is provided in the
regulations for the terms “industrial, commercial, and consumer activities,” beyond the
definitions provided generally in 40 CFR 721.3. EPA decided that in many instances it was more
practical to simply identify the category of use that is of concern. Evaluation of a specific new
use occurs at the time of SNUN submission.

2.9.3 Are there notification requirements for disposal?

The section titled “Disposal” can be found at 40 CFR 721.85. Using this provision, a SNUN
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would be required before manufacture or processing associated with certain methods of
disposal, such as incineration, landfill, or deep well injection.

2.9.4 Are there notification requirements for water releases?

The section titled “Release to water” can be found at 40 CFR 721.90. Using this provision, a
SNUN would be required before manufacture or processing associated with any predictable or
purposeful release of a manufacture, processing, or use stream to surface waters associated with
any use of the SNUR substance. This can be a requirement to notify if the Significant New Use
(SNU) is any release, release without certain treatment methods, or release beyond a specified
surface water concentration identified by EPA. 40 CFR 721.91 (“Computation of estimated
surface water concentrations; instructions”) provides guidance to the regulated community on
how to compute estimated surface water concentrations from their facilities.

2.9.5 Are there recordkeeping requirements??

For each SNUR, EPA will specify appropriate recordkeeping requirements that correspond to the
significant new use designations for the substance (e.g., recordkeeping requirements that relate
to protection in the workplace, hazard communication, water release, etc.). Each manufacturer
and processor of the substance shall maintain the records for 5 years from the date of their
creation. Specific recordkeeping requirements are found in 40 CFR 721.125.

As explained in the July 27, 1989, rule pertaining to SNUR procedures, EPA sought to frame
recordkeeping requirements in flexible, performance-oriented terms. Rather than specify the
particular types of records that must be kept, the rule lists the general types of information
required to document compliance with SNUR requirements. Thus, manufacturers and processors
have discretion to determine which specific records must be retained. The records required to be
maintained often will be normal business records, and EPA intends that normal business records
will usually suffice. In a few cases, the generation of additional records will be required. It is the
responsibility of the manufacturer or processor to assess the adequacy of existing records, add to
them if necessary, and maintain them in a form accessible to EPA for the required length of time.
EPA expects firms subject to SNUR requirements to exercise reasonable judgment in
determining the steps necessary to document compliance with SNUR requirements. Records that
are sufficient to document SNUR compliance in one case may not be sufficient in another. Table
1 in the 1989 preamble (see 54 FR 31303 and 31304) illustrates EPA's approach to
recordkeeping by providing examples of the records that might document compliance with
different SNUR requirements. These examples are intended merely to be illustrative. In many
cases, the examples listed in that table would be sufficient to document SNUR compliance; in
other cases, more or fewer records might be necessary.

The main purpose of the recordkeeping requirements is to know who is making the SNUR
substance, how much are they making, and to whom they are distributing it. It is also important
to have records that show compliance with any special provisions that a SNUR may have, such
as any applicable water discharge limitations or workplace protective equipment.

The figure on the following page describes the elements of a SNUR using siloxanes and silicones
as an example.

540 CFR 721.125, accessed September 1, 2016.
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2.9.6 How are imports and exports affected?

As noted above, under TSCA Section 3, the definition of the term “manufacture” includes import
into the customs territory of the United States. Imported chemicals may be in bulk or a part of a
mixture or article, as TSCA Section 13 makes clear.'® Since imported chemicals are included in
the definition of “manufacture,” imported chemicals are generally subject to SNURs and other
TSCA Section 5 reporting requirements, though there may be applicable regulatory exceptions.'’
For example, someone is not subject to the notification requirements if the person imports or
processes the substance as part of an article (unless otherwise specified in a specific SNUR) or
manufactures or processes the chemical substance solely for export (see 40 CFR 721.45(f and 40
CFR 721.45(g)).

1615 U.S.C. §2612 (2016), hitp://uscode. house.gov/view xhtml Zreq=(title: 15%20section:2612%20edition prelim),
accessed September 1, 2016.

7EPA. (2016). “TSCA Requirements for Importing Chemicals.” Retrieved from hitps://www.epa.gov/tsca-import-
export-requirements, accessed July 27, 2016
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Elements of a SNUR: Siloxanes and Silicones Example (§ 721.10888)

This SNUR is patterned after an sccompanying TSCA
section 5{e) consent order signed by EPA with the PMN
submitter.

Section {a}{1) lists the substance to which the SNUR
provisions apply. Substance(s) will generally be listed by
their PMN number and/for CAS number.

Section (a}{2) describes the significant new uses that
apply to the listed substances, This meansthat any use
otherthan those described in section (a){2) requires
notification and Agency review prior to being allowedto
engage inthat new use. In this particular example, that
would include not using dermal protection inthe
workplace for persons reasonably likely to be exposed,
use other than as s down converter for an optical filter,
etr., of disposal other than by incinerationina
permitted hazardous waste incinerator.

This SNUR issubjectto the Protectioninthe workplace
requirements with referencesto 40 CFR

F21.63 (a1 al2){1),(a){3) b}, and {c). A general
description of workplace and hazard communication
requirements can be found in Section 2.9.1 of this
primer.

This SNUR is subject to requirements for industrial,
commercial, and consumer activities. The specificuses
and processes are described here, More general
information onrequirements for industrial, commercial,
and consumer activities can be found in Section 2.9.2 of
this primer.

This SNUR is subject to disposal requirements, More
general information on disposal requirements can be
found in Section 2.9.3 of this primer,

i

Required recordkeeping requirements for all new
chemical SNURs can be found in: 40 CFR 721.125(a}, (b},
and [c}. Additional requirements in 721.125 correspond
to the significant new use restrictions described above,
Each manufacturer (including importer} and processor
of the substance shall maintain the recordsfor 5 years
from the date of their creation. More general
information onrecordkeeping requirements can be
found in Section 2.9.5 of this primer.

Source: 40 CFR 721.10888

§ 721.10888 Siloxanesand Silicones, 3-[{2-
aminoethyljaminolpropyl Me, di-Me, reaction
products with cadmium zine selenide sulfide, lauric
acid and oleylamine.

{a) Chemical substance and significant
neviusessubject to reporting. (1] The chemical
substance identified as slloxanes and silicones, 3
H2-aminoethyllaminojpropyl Me, di-Me, reaction
products withcadmium zincselenide sulfide, lauric
acid and oleylamine (PMN P-15-59' CAS No,
1623456-05-2) (ssubjectioreportingunderthis
section for the significant new uses described in
patagraph (ali2) of this section,

12) Thesignificantnew usesare;

11} Protection inthe workplace,
Reguirements asspecified in§ 721,63 (&)1},
(ajiaiil a3, (bl and (). When determining
which persons are reasonably likely 1o be exposed
asrenuiredfor8721 63 (s}l engineering control
measures (e.g, entlosure or confinement of the
operation, general and localventilation) or

\ administrative control measures (e.g., workplace

policies and procedures) shall be considered and
implemented to prevent exposure, where feasible.

(il Industrial, commercial and consumer
activities, Requirementsasspecified in§
721.800pithree months and eightesn months]. A
significant new use of the substance is

| manufacture, process, or use thechemical
substance other than as a down converter for an
optical filter forlighi emitting dindes used in
displays, orother than ina liguid formulation,

{1il) Disposal, Requirements a= specified in
§ 72185 Itisasignificantnew usetodispose of the
chemical substance other than by incinerationinag
permitted hazardous waste incinerator.

(b} Specificrequirements. The provisions
of subpart A of this part apply to this section except
as modified by this paragraph.

{1) Recordkeeping Recordkeeping
requirements asspecifiedin 721.1250a), (b)),
(di.le] liland || are applicable to manufacturers
and processors of thissubstance,

(2} Limitations or revocation of certain
notification requirements. The provisions of §
721.185 applyto this section.
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In order for a substance to enter the United States, importers must certify that their imported
chemical substance either is subject to and complies with TSCA (“positive certification”) or is
not subject to TSCA (“negative certification).'® If a TSCA chemical substance is subject to a
SNUR, the positive certification would include the fact that the imported substance is in
compliance with the SNUR. Certain chemicals or chemicals that are a part of articles, are exempt
from import certification (unless they are required by a specific rule under TSCA).

Under TSCA Section 12(b), any person who exports or intends to export from the United States
a chemical substance or mixture subject to a SNUR must notify EPA of their intent to export,
and EPA will share the information about the substance with the country of import."”” Certain
chemicals, such as mercury, asbestos, hexavalent chromium, and polychlorinated biphenyls
(PCBs), have specific export requirements or limitations.® Also see 40 CFR 761.97.

2.10 Resources to determine if a chemical substance is subject to a SNUR

EPA has multiple resources to determine whether or not a chemical substance is subject to a
SNUR. These include Substance Registry Services (SRS) and ChemView.

2.10.1 EPA’s Substance Registry Services (SRS)%

Substance Registry Services (SRS) is EPA’s central system for information about substances that
are tracked or regulated by EPA or other sources. It is a resource for basic information about
chemicals, biological organisms, and other substances of interest to EPA and its state and tribal
partners.

SRS makes it possible to identify which EPA data systems, environmental statutes, or other
sources have information about a substance and which synonym is used by that system or statute.
It becomes possible, therefore, to map substance data across EPA programs, regardless of a
given naming convention.

¥ Customs and Border Protection’s Import Regulations at 19 CFR 12.118t0 12,127, and 127.28.

P EPA. (2016). “TSCA Section 6 Import/Export Requirements for Specific Chemicals.” Retrieved from
https://'www.epa.gov/tsca-import-export-requirements/tsca-section-6-importexport-requirements-specific-chemicals,
accessed July 27, 2016. See 40 CFR 707 subpart D for details.

215 U.S.C. §2611 (2016), hitp://uscode house. gov/view xhtmi?hl=false &edition=prelim&reg=granuleid%3AUSC-
prelim-title 15~

section261 1 &num=0&saved=%7CKHRpdGxIOIEITHNIY3Rpb246M1 YwMSBIZGI0aWouOnBvZWxpbhSk%3D%7
CU%TCY%TC0%TC false%7Cprelim, accessed September 1, 2016.

2 hitps://iaspub.epa.cov/sor_internet/registry/substreg/searchandreirieve/substancesearch/search.do, accessed
September 1, 2016.
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SRS can be accessed at the following link:

hitos//iaspub.eba gov/sor internet/repistry/substreg/searchandretrieve/substancesearch/search.do

SRS can be searched for a specific chemical, with the results providing the type of regulation or
other characteristic that affects the status of a chemical. If a chemical is associated with a SNUR,
then the results will be presented as either “TSCA 5(a) Final SNUR” or “TSCA 5(a) Proposed
SNUR.” SRS users can also search for complete lists of the “TSCA 5(a) Final SNUR” chemicals
and the “TSCA 5(a) Proposed SNUR” chemicals.
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2.10.2 ChemView?*

EPA created ChemView to improve chemical safety and provide more streamlined access to
information on chemicals. This database greatly improves access to health and safety data on
chemicals regulated under TSCA. The database currently contains summary and in-depth
information on more than 15,000 chemicals as well as proposed and final SNURs for over 2,800
chemicals. ChemView offers access to thousands of documents including data submitted to EPA,
EPA assessments, and EPA actions such as test data, hazard characterizations, alternatives
assessments, and TSCA regulatory actions. Users can search on a number of parameters, such as
chemical identifier, endpoint, functional use, chemical category, and chemical group. For links to
step-by-step instructions on how to use ChemView to determine if a chemical has a SNUR,
please see Section 4.2.

Wi e B 3 : Sl i sl Tt sg. B s sy
S i ek o e 1 el el by et o B e 00y ui ‘ iens Sor spmnili s b Hha Sy
Gk, B P e TR e sk e e T o gt sy ol Bl i e sl R L il S i

s Beedibanie wt ke s Do Ul B o it v B2

| hdw by v baies S

S i i

Ll B Bt

2 hitps://java.epa.gov/chemview, accessed September 1, 2016.
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ChemView can be accessed at the following link;

https://iava.epa.covichemyiew

2.11 Significant New Use Notice (SNUN)*

If EPA determines by rule that a use of a chemical substance is a significant new use, TSCA
requires submission of a SNUN to EPA at least 90 days before a person manufactures or
processes the chemical substance for that use.

If the manufacturer or processor intends to distribute the chemical in commerce for a significant
new use, he or she must submit a SNUN, unless he or she notifies the recipient, in writing, that
the substance has a SNUR, or the manufacturer knows that the recipient already knows this, or
knows that it would be impossible for the recipient to undertake the new use.

While the manufacturer or processor is not legally obligated to enforce the recipient’s actions, if
at any time the manufacturer becomes aware of the fact that the recipient is engaging in the new
use without submitting a SNUN, then the manufacturer needs to stop supplying the SNUR
substance to that recipient and the manufacturer may also need to submit a SNUN (exact
requirements are detailed at 40 CFR 721.5). An example of this would be a SNUR that does not
allow for the spray application of the chemical and the recipient of the chemical undertakes
spray application without submitting a SNUN.

The SNUN uses the same form and electronic submission method as the PMN, and initiates
EPA’s evaluation of the intended use within the applicable review period. Manufacture and
processing for the significant new use is unable to commence until EPA has conducted a review
of the notice, made an appropriate determination on the notice, and taken such actions as are
required in association with that determination. EPA recommends that SNUN submitters include
information that would permit a reasoned evaluation of risks posed by the chemical substance
during its manufacture, processing, use, distribution in commerce, or disposal, as required by the
PMN process (see section 2.4). EPA encourages persons to consult with EPA before submitting
a SNUN. As part of this optional Pre-Notice Consultation (PNC), EPA would discuss specific
data that 1t believes may be useful in evaluating a significant new use.

2.11.1 Who is exempted from submitting a SNUN?

3 hitps://www.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-tsca/filing-significant-new-use-
notice, accessed September 1, 2016.
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Industrial and commercial users are not subject to SNURs if they are neither manufacturing nor
processing the chemical substance for which a SNUR exists. They are not required to submit
SNUNSs or keep records.

Further exemptions for research and development, impurities, byproducts, and articles can be
found at 40 CFR 721.45.

2.11.2 Who is exempted from submitting a SNUN when distributing a chemical substance with a
SNUR in commerce?

A person who intends to manufacture or process for commercial purposes a chemical substance
identified within 40 CFR part 721, subpart E, and intends to distribute the substance in
commerce is nonctheless not required to submit a SNUN if that person can document one or
more of the following as to each recipient of the substance from that person:

1. The person has notified the recipient, in writing, of the specific section in subpart E of
Part 721 that identifies the substance and its designated significant new uses.

2. The recipient has knowledge of the specific section in subpart E of Part 721 that
identifies the substance and its designated significant new uses.

3. The recipient cannot undertake any significant new use described in the specific section
in subpart E of Part 721.%

Even if a person is not required to submit a SNUN under the circumstances above, that person
would have to submit a SNUN if that person:

1. Knows at the time of commercial distribution that a recipient intends to engage in a
significant new use without submitting a SNUN (40 CFR 721.5(b)); or

2. At any time thereafter, has knowledge that a recipient is engaging in a significant new
use without submitting a SNUN, subject to limited exception (40 CFR 721.5(d)(1)).

Additionally, a person who processes a chemical substance identified within 40 CFR Part 721,
Subpart E for a significant new use of that substance is not required to submit a SNUN if that
person can document each of the following:

3. The person does not know the specific chemical identity of the chemical substance being
processed, and

4. The person is processing the chemical substance without knowledge that the substance is
identified in 40 CFR Part 721, Subpart E.

240 CFR 721.5, accessed September 1, 2016.
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2. Canada’s Significant New Activity (SNAc) Provisions®

3.1 Canadian Authority for SNAcs

The Significant New Activity (SNAc) provisions of the Canadian Environmental Protection Act
1999 (CEPA) trigger an obligation for a person to provide the Government of Canada with
information about a substance when proposing to use, import, or manufacture the substance for a
significant new activity.?® The government then assesses the substance for potential risks to
human health and/or the environment. The decision to apply the SNAc provisions for a specific
activity in relation to a substance is based on risk. Where potential changes in exposure to a
substance could occur due to the “significant new activity,” SNAc provisions allow for an
assessment to take place prior to the commencement of these activities. If risks are identified
during the assessment, the government could impose management measures. For further details,
sections 80-89 in Part 5 of CEPA? list requirements related to Substances and Activities New to
Canada and sections 104 to 115 in Part 6 of CEPA?® list requirements related to Animate
Products of Biotechnology.

Current information on SNAc provisions can be accessed on the ECCC webpage on “The
Significant New Activity Provisions under CEPA "%

3.1.1 What are “significant new activities”?

A “significant new activity” is any activity that results or may result in a higher quantity or
concentration of a substance into the environment or in exposing the environment in a different
manner or circumstance, which could affect environmental or human exposure to the substance.
What constitutes a significant new activity is specific to each substance and is described in the
relevant SNAc publication in the Canada Gazette. 1t 1s important to note that the definition of a
“significant new activity” in a SNAc publication for a given substance could include more than
one activity.

3.1.2 What substances are subject to SNAcs?

SNACc provisions can be applied to the full suite of substances regulated under CEPA, and
defined in Section 3 of the Act. This includes: chemicals, polymers, biopolymers, biochemicals,
nanotechnology and animate objects of biotechnology (living organisms). Section 3 of CEPA

2 https://www.ec.ge.callepe-cepa/defanltasp?lang=En&n=9FFCCB36-1, accessed August 1, 2016.

26 http://laws-lois justice.gc.ca/eng/acts/c-15.31/, accessed April 7, 2017.

I https//www.ec.gc.ca/lepe-cepa/default.aspllang=En&n=CCODESE2- 1 &offset=5&toc=hide%20-%20t5, accessed
April 7,2017.

2 hitps//www.ec.gc.ca/lepe-cepa/defaultasplang=En&n=CCODESE2-
1&offset=6&toc=hidehtips://www.ec.gc.ca/lcpe-cepa/default.asp?lang=FEn&n=CCODESE2- 1 &offset=6&toc=hide,
accessed April 7, 2017.

2 hitp://www.ec.gc ca/lepe-cepa/default. asp?Lang=En&n=9EFCCB36-1%20-%20q3, accessed April 7, 2017.
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also indicates that
mixtures; manufactured
items; and animate
matter/mixtures contained
in effluents, emissions or
wastes are not considered
“substances” for the
purpose of notification
requirements under SNAc
provisions. However, it
should be noted that
individual components of
a mixture could be
notifiable under the SNAc
provisions. For further
clarification regarding
substances, manufactured
items and consumer
products, please refer to
the box at right.

Subsections 81(6) and
106(6) of CEPA!
exempt certain uses of
substances from
notification under the
SNACc provisions
including: using a
substance to manufacture
or importing a substance
for use in pesticides,
fertilizers, and feeds since
notification of these uses
is required under other

Consumer products and manufactured items are treated differently by
SNAcs. The following explains how they are different.

In Canada, where the term “consumer product” is used in a SNAc Notice or
Order, the term normally references the Canada Consumer Product Safety
Act (CCPSA). Section 2 of the Act defines a consumer product as “a product,
including its components, parts or accessories, that may reasonably be
expected to be obtained by an individual to be used for non-commercial
purposes, including for domestic, recreational and sports purposes, and
includes its packaging.” This definition includes products used/provided in
commercial settings (e.g., daycare facilities, hotels, etc.) as well as non-
exempt commercial products that may be purchased by a consumer. The

term “consumer product” includes only those products to which the CCPSA
applies (Section 4 and Schedule 1 of the CCPSA list products which are
excluded from the definition). If products to which the CCPSA does not
apply are of potential concern, they will be specifically described in the
SNAc definition.

A manufactured item is defined under section 3 of CEPA as “...formed into a
specific physical shape or design during manufacture and has, for its final
use, a function or functions dependent in whole or in part on its shape of
design.” Where the substance is in a manufactured item, it is generally
excluded from notification under SNAc provisions. However, substances in
fluids and particles contained within a manufactured item may be notifiable
if they are released during normal use in an uncontrolled or dispersive
manner.

Source: Canadian Environmental Protection Act (1999); Guidelines for the
Notification and Testing of New Substances, Chemicals and Polymers (2005) and;
Canada Consumer Product Safety Act

Acts of Parliament. Additional exclusions are listed in these subsections and include: transient
reaction intermediates that are not isolated; impurities, contaminants and partially unreacted
materials; and incidental reaction products.

For notification and assessment purposes, CEPA distinguishes between “new” substances and
“existing” substances. The Domestic Substances List (DSL) is a compilation of all known

3 hitps://www.ec.ge.callcpe-cepa/default. asp?lang=En&n=CCODESE2-1&offset=5&toc=hide, accessed April 7,

2017.

M hitos//'www.ec.oc.ca/lepe-cepa/defanlt.aspllane=En&n=CCODESEZ-1. CCODESE2-1 &offset=6&toc=show,

accessed April 7, 2017.
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substances that were in Canadian commerce between 1984 and 1986 or that have been added
to the DSL in accordance with CEPA. The DSL is the sole basis for determining whether a
substance is new for the purposes of the Act and the Regulations and is amended regularly. A
substance not listed on the DSL is considered to be a new substance in Canada. Any person who
intends to import or manufacture a new substance in Canada is required to notify under the New
Substances Notification Regulations (Chemicals and Polymers) [NSNR (Chemicals and
Polymers)] and the New Substances Notification Regulations (Organisms) [NSNR (Organisms)].
Following the assessment under these regulations of a new substances, the SNAc¢ provisions can
be applied. For information on the notification of new substances, refer to ECCC’s Evaluating
New Substances webpage.™

Substances listed on the DSL are considered to be existing substances in Canada. Under the
Chemicals Management Plan,* prioritized existing substances have been subject to risk
assessment and, where warranted following a risk assessment conclusion, subject to SNAc
provisions.

The Non-Domestic Substances List (NDSL) is an inventory of substances that are not on the
DSL, but are accepted as being in use internationally. The NDSL is based on the USEPA’s
TSCA Chemical Substance Inventory. Substances that are not on the DSL, but are listed on the
NDSL, are subject to the NSNR (Chemicals and Polymers) and NSNR (Organisms). However,
they are subject to fewer information requirements.

3.1.3 When are SNAc provisions put in place ?**

The decision to use the SNAc provisions is risk-based. The SNAc provisions are considered for
use once a new or an existing substance has been reviewed in accordance with CEPA | and the
assessment conclusion finds a reasonable suspicion that new activities with a substance may
result in new or increased risks to the environment and/or human health. That suspicion could be
based on a number of factors including the specific properties of the substance, the function of
the substance, or the presence of the substance in markets in other jurisdictions.

SNAc provisions could also be applied to an existing substance if it is no longer in Canadian
commerce or the substance has very limited, well managed uses. In this case, SNAc provisions
would be applied to monitor any potential future new activities with the substance prior to the
start of these activities to assess the risks they pose.

For further details about when SNAc provisions are applied, refer to the Policy on the Use of
Significant New Activity Provisions of the Canadian Environmental Protection Act, 1999 %

3.1.4 How are SNAcs published?

All SNAc notices and orders are published in the Canada Gazette, the official newspaper of the

32 hitp://www.ec.gc.ca/subsnouvelles-newsubs/default.asp?.asp?lang=En&n=AB 189605-1, accessed June 11, 2017
3 http://www.chemicalsubstanceschimiques. gc ca/index-eng,php, accessed April 5, 2017.

3 hitp:/fwww.ec.gc.calese-ees/default.asp?lane=En&n=5CA 18D66-1, accessed November 17, 2016.

3% https://www.ec.gc.ca/ese-ces/default.asp?lang=En&n=5CA18D66-1
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Canadian Government. There are different procedures and policies in place for publishing SNAc
requirements related to new and existing substances.

The following graphic provides an example of a SNAc publication and identifies the information
contained in each section.
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Elements of a SNAc Publication: Quinoline Example (SOR/2015-73)

SMdcs may be published in elther the Conado Gazette Pantl
(Hotlces~ for SHAcs onsubsancesnot onthe DEL; Notices
of intert - for ShACs onsubstances on the DEL or Conode
Gazerte, Part 1 {Orders - for SHAcs on DSL substances), In
alicases, information refared to the substance idertity,
defintionof significant new activites, anddama
requirements for SNANS is inthe same format.

Carada Cazette Pant 1L Vol 149 No. 8 Gz

201 5-04-22

2. Part 2 of the List is amended by adding the following in
numerical order:

Column 1 iswherethesubstancesare listed o whichthe
ShiAc provisions spply. Bubstanceswill be lsted by thelr CAS
BM mnd sre followred by 2 flag the 5" Hag indicstes s new
substance newly addedto the DEL forwhichtherears
existing SNAc provisions In force; or the S prime” (87 flsg
indicates thet the substancewasalready Haed onthe DSL
and B provisiors heawe been appiiedto that exising
substanre.

inthe examplehere, the %) flag isindicated, spedfyingthat
this s an edsting substance for wiich BNAC provisions arein
force,

kem 1 under Column ¥ is wherethe definition ofwhar
constitutes a “niew sctivity” is described inthe SNAc Notice
or Crder. s important o reviewthissectiontosee if s
person’s intended useof the substance s Included inthis
definition.

inthisexample the significant new activity isdefinedas
Sy activity invalving more thon 100 ky of the substance in
its lsploted form. extracted from naturolly occurring sources
or that is manufoctered.”

Eoluomn i | Colwmn 2
Signdlicant new activity for which substames I subject to

) SUDEIANCY | subsection K103 of the Act

L oAny acivily invelviee, Aty o calendo e e than
100 K ot i substanie opainoline b s leobimed Toroy, nonwly,
ammv:dm il i entragbed foom natucally soourging sounges o tat

infon st lon st be gmmm w e vam at &se:mt xm dﬁw
belore e my on el de quanity o Se suleliee viceinde
o enda

Lropoiesd mmfmmz new muw;g in
relathon fo e m Hatie,

W e st ioated il duantity of e sibutancs tole sl
ol b e e slies by Conndn Whens the bneidesl ipianiity
of the wibetance 1 anlicipated (0 1 wed or procenred and e
estimued quaiiy by sile,

e o el m iea e T ol Sl L

the New Subutariows NonBeatont Boulonons (Chemicals anwl
Pabwers .

e Snlopntion spee e i bbby 20D e o) B b
100 ol Bolweluile 5 to thiowe Kegulations,

Wrthe damtlon el e pepaorah LU o Sleidile £ 00
those Regulaion,

ftem 2 under Columin 2 is wherethe submission
requirements are sted for each new usa under the Bl
provisions, Thisingial secionindicateswhenthe
information must be submirted to the Minister. inthis
partcular casethereudrement 1s % 180 doys before the
day on which gquontity exceeds 100 kg inony one calendor
yemr”

it ol il b v e el i e
anticlpatid b comtain the sulstamee, the intendid e of Bigee
proshints g e fucllon ot e substin I hise provdacis:
Vi o 0l ol b lon on bl i et ]
e silsbinee Wt are n e possesion of e Dot trinvsing
e sigpllicant pew sy, be 1o which they v aove s, ol
Uit e sl o et Dileg bue s ol e bty
cuviome il o e alth ol e oo ol e

Sub-tems underitem 2, here Nsted as (8] through [k,
indicarethe information thet must be provided 1o the
Minister within thetimefamesspeciflad in tem 2.
informationrequirements liged arecften madewith
referenceto Schedules under the NewSubstances
Hotificotion Reguiotions [NSNR, which have s simikr
process andinformation submissionrequirements. The
regulations and sssocized schedulescan be found by
searching thelanade Soeette,

aml e enpowe Lo e bl

() e identificution of e very govwrnnenl departnenl o ageniy
cither outside o vathin Camad to which the prtson eipesing
Qi slgntllc ant s atbily b peovi b bdotnabion peeading
the sbetanee agel, i knowen, the departooe ol or ooy s lile
mvar anh 1 ans e aulcope ol e mecnnt by
deparimnt ve dponey il te Tk IaRaROTDRIE Betions I
wldhm o e sibilmoe ool by e eplien o oy
L2 b e, v andd poatal sddoosens, Delephione noikys and,
Ay, U B monoier and oooail aklness of B person propoiing
e st oo ity andd i any the e thonsend Lo

ke 3 underColumn 2 idertifesthelength oftime
regpired by the Government 1o review and assessthe
information provided. The sssesenent periodoan range
fromn 90t 180 days, Inthisparticgder case, the assesment
periodis 180 days after the day onwhichtheinforretion is
received for that partioular submission,

wton el ot und
sertifioation stating that We informition & s e
and cotphete, duted and slgned by e poteon poogosing the
seniBoant geu ot W they g teiilen Lo Caneda o i Hol
by the pedson dithotioed Lo wil on el bebill, N
WW”% 5 The dbove inlonimsien 90l be wresned withio 120 dove woe
U davonvdichil ovoeid by e Miniier

Source: Canada Gazette (2015) Part II: Vol. 149, No.8, Page 2, SOR/2015-73
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SNAc notices for new substances are published in the Canada Gazette, Part 1 (Notices and
Proposed Regulations) within 90 days after the expiry of the assessment period of the related
new substance notification. Once published, the SNAc notice normally comes into force
immediately. There is no formal comment period prior to or after the publication of the SNAc¢
notice. A notifier can submit, at any time, information that could have a bearing on the notice.
ECCC and HC will review this information and take appropriate action, if required.

SNACc notices for existing substances are published in the Canada Gazette, in two parts. First in
Part I, a Notice of Intent (NOI), which is considered a draft SNAc¢ Order, is published for a 60-
day comment period. This is an opportunity for stakeholders to provide comments to inform the
Canadian Government of any information relating to the existing substance and its current use.
Following the consultation period, the SNAc is finalized and a final Order applying the SNAc
provisions to the substance is published in Canada Gazette, Part 11 (Official Regulations).
Generally the SNAc Order is in force the day it is published, but occasionally entry into force
can be delayed.

3.1.5 Available resources to determine if SNAc provisions have been applied to a substance

The Substances search tool (see example graphic below) can be used to identify substances on the
DSL, substances on the NDSL, as well as substances subject to the SNAc provisions.*®
Substances listed on the DSL that are subject to SNAc provisions will be identified using either
“S” or “S”” (S prime) flags. The image below is a screen shot from the Substances search tool on
the Government of Canada website. Users can search for substances using a specific list or group
(DSL, NSNR, SNACc), a substance identifier (CASRN), or a substance name.

The Comprehensive List of Substances that are Subject to the Significant New Activity Provisions also
provides a list of substances subject to the SNAc provisions and links to SNAc publications in
the Canada Gazette ?” See Section 4 Resources and Other Supporting Materials for a list of web-
based resources.

Substances listed on the confidential portion of the DSL are published with confidential
accession numbers. SNAc notices published for such substances, as well as those published for
substances not on the DSL where the substance identity is confidential, are referenced by their
confidential accession numbers. Anyone who intends to engage in a significant new activity for a
substance that they believe to have been published with a confidential accession number may
seek confirmation from the Substances Management Information Line (see Section 4, Resources
and Other Supporting Materials, for contact information).

% http://pollution-waste.canada.ca/substances-search, accessed June 14, 2017.
37 hitp://ec.ge.ca/subsnouvelles-newsubs/default.aspllane=En&n=0F 76206 A-1, accessed April 7, 2017.
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Frantais

* Government . Gouvernement e -
of Canada du Canada et baa g m

immigiation v Travel v Husiness » benchils » Health » ; Male services »

Substances search

i Find legislative status and program priorities for substances (e.g. chemicals, polymers, and biotechnology organisms).
Toseswhat s clurently avallable expand the "List or group” plek-list below. Updates are made regularly and new lists and groups will be added ongoing.
Bearch by list or group lo view all substances for the selecied list or group;

Search by substance identifier (Using one of ihe following formalsy lo view all associaled lists and groups Bpplicable for the searched substance:
= Chemical Abstract Bervice Regisiny Nigmber (CASRNY e g - 20000
+ Envirohment and Climale Change Canads Confidential Accession Number te:g 10000-1)
« Mational Pollutan! Release lnventory subsiance idenlifier e g A - 1D
= Enzyme Conmission Numberieg 112221
« American Type Culture Collection (ATECY Number { eg  ATCC11866)

Search by substance name: enter any part of a substance name (o view a list of substance names containing that part: Selectone o view alt
associated lists and grolps applicable. Substance names can vary widely for a substance. soitis tecommended 1o search by identifier where possible.

Listor group . - Select a fist or group — V} Eapoit o el

3.2 Obligations for substances subject to SNAc provisions

3.2.1 Are there SNAc obligations to notify recipients?

Sections 86 and 111 of CEPA outline the requirement for mandatory recipient notification for
certain substances subject to SNAc¢ provisions. Under these sections, when transferring
possession of a substance that is not listed on the DSL and that is subject to SNAc provisions
(including if the substance is in a mixture), all recipients must be notified of the obligation to
comply with SNAc provisions. This notification enables recipients to determine their own
compliance obligations with respect to the SNAc.

For substances on the DSL subject to a SNAc, it is recommended that this notification also be
carried out to allow recipients to be in a position to determine their own SNAc compliance
obligations. Additionally, notifying recipients ensures open communication within the supply
chain, allowing recipients to inform suppliers/distributors about the SNAc and their use of the
substance.

3.2.2 What are Significant New Activity Notifications (SNANs)?

A Significant New Activity Notification (SNAN) is the information submitted to the government
in compliance with a SNAc Notice or Order. The SNAN must contain all of the information
prescribed in the published Notice or Order. SNANSs must be submitted to the Minister of the
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Environment, through Program Development and Engagement Division at ECCC.*®

Who needs to submit a SNAN?

If a person’s proposed activities with a substance are captured by the definition of a SNAc
Notice or Order, and are not subject to any exemptions (see Section 3.1.2), that person is
required to submit a SNAN to the government for assessment prior to the commencement of
these activities. The foremost source of information to determine if a SNAc applies is the SNAc
Notice or Order. Specific timeframes for submission of a SNAN are listed in the specific SNAc
publication.

For substances not on the DSL and subject to SNAc¢ provisions, those persons who intend to use
the substance should review the description of the significant new activity in the SNAc¢
publication to determine whether their proposed activities meet the definition of a significant
new activity. Otherwise, substances not listed on the DSL do have separate notification
requirements under the NSNR (Chemicals and Polymers) or the NSNR (Organisms) before they
are imported or manufactured.

For substances on the DSL and subject to SNAc¢ provisions, manufacturers, importers, and users
of substances who are planning an activity in relation to a substance must determine whether a
SNAN notification is required for their planned activity. Anyone with any questions regarding
whether or not a SNAc applies to their activities are encouraged to contact the Substances
Management Information Line (see Section 4, Resources and Other Supporting Materials).

A company can submit a SNAN on behalf of its customers (known as an “umbrella SNAN”). For
example, in cases where a person receives possession and control of a substance from another
person, the recipient may not be required to submit a SNAN under certain conditions if the
activities were covered by the original SNAN submitted by the supplier. The Substances
Management Advisory Note, Clarification in relation to the submission of Significant New
Activity Notifications in application of the Canadian Environmental Protection Act, 1999,
provides more detail on this subject.*

What is required in a SNAN?

The information required to complete a SNAN is unique to each substance and is described
within the Canada Gazette publication that applies the SNAc provisions to the substance. Many
of the information requirements of SNAcs reference the standard schedules of the NSNR
(Chemicals and Polymers) and the NSNR (Organisms).***!

Additional guidance on preparing a SNAN can be found in the Guidelines for the Notification
and Testing of New Substances (Chemicals and Polymers) and the Guidelines for the

3 hitp/fwww.ec.ge.ca/lepe-cepa/defanlt.asp?lang=Fn&n=9EFCCB36-1%20-%20¢i%20-%20ci, accessed April 7,
2017.

3 http://ec.gc.ca/subsnouvelles-newsubs/default.aspZlang=En&n=CC526 AE6-1, accessed April 7, 2017.

9 hetp://laws-lois justice.gc.ca/eng/regulations/SOR-2005-247/index hitml, accessed April 7, 2017.

" hitp://laws-lois justice.g¢ ca/eng/regulations/SOR-2005-248/index html, accessed April 7, 2017.
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Notification and Testing of New Substances (Organisms). 4%

Although a specific reporting form is not available for submitting a SNAN, nor is it required,
sections of the New Substances Notification (NSN) Reporting Form may be used as
appropriate.*

A Pre-Notification Consultation (PNC) is available for notifiers who wish to consult with the
program during the planning or preparation of their SNAN to discuss any questions or concerns
about the prescribed information and test plans. To request a PNC or receive more information,
contact the Substances Management Information Line.®

What is a SNAN Assessment?

Once a SNAN is submitted to the government, the Minister of Environment and the Minister of
Health assess the information provided, as well as other available information, to determine
whether the substance could pose a risk to the environment and/or human health, and whether
further risk management measures are required.

Prescribed periods for SNAN assessments are indicated in a SNAc publication. The assessment
period for SNANSs can vary, but typically for a new substance SNAN it is 90 days,*® while the
assessment period for organism SNANSs is 120 days.*” The time required to complete an
assessment could vary depending on a number of factors, including the information provided in
the SNAN and the complexity of the substance and/or activities being assessed. The Ministers do
have the power to extend the assessment period for a SNAN as identified in Section §3(4) and
Section 108(4) of CEPA,* to a maximum of the same number of days specified in the original
assessment period identified in the SNAc Notice or Order. The new activity cannot be
undertaken until the assessment period of the SNAN has expired.

What is the outcome of a SNAN?

The outcome of the SNAN assessment determines if the substance could be toxic or not under
Section 64 of CEPA,* and also informs decisions made concerning risk management measures
for the substance and/or activity if required. There are generally two potential outcomes for a
SNAN: toxic or not toxic.

If the assessment concludes a substance could be toxic, risk management measures would be
imposed on the substance or activity to address the new or increased risk to the environment
and/or human health. For new substances this could include conditions or prohibitions under

2 http://publications .gc.ca/site/eng/280464/publication.html, accessed April 7, 2017.

3 http:/fwww.ec.ge.ca/subsnouvelles-newsubs/default.asp?lang=En&n=22FC25C8-1%20-%20a1 2, accessed April
7,2017.

 hitp/f'www .ec.gc.ca/subsnouvelles-newsubs/default. asp?lang=En&n=S0E76A87-1, accessed April 7, 2017.
 http://ec.ge.ca/lepe-cepa/default.asp?lang=En&n=9FFCCB36-1%20-%20¢i, accessed April 7, 2017.

* hittp://laws-lois justice.gc.ca/PDF/C-15.31.pdf, accessed April 7, 2017.

7 http://laws-lois. justice.gc.ca/PDF/C-15 .31 .pdf, accessed April 7, 2017.

8 hitp://laws-lois justice .gc.ca/PDF/C-15.31.pdf, accessed April 7, 2017.

* hitps://www.ec.ge.callepe-cepa/default. aspllane=En&n=CCODESE2-1&offset=5&toc=hide, accessed April 7,
2017.
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Section 84 of CEPA. For existing substances, a range of tools could be implemented, including:
voluntary agreements, addition to the list of toxic substances of CEPA (Schedule 1), regulations,
guidelines, codes of practice, and pollution prevention plans. The SNAcs may also be amended
to exclude those specific activities because they are being risk managed by alternate means, and
to avoid duplicative notification.

When the assessment concludes a substance is not likely to be toxic following a SNAN
assessment, the SNAc would be amended to exclude those activities that are not of concern and
for which notification is no longer required, or the SNAc could possibly be rescinded, to allow
companies to undertake those activities freely.

3.3 Additional SNAc Information

This section describes comparable requirements and other information for SNAcs, similar to
those described for US SNURs in Section 2.9.

3.3.1 Are there requirements for protection in the workplace and hazard communication?

Health Canada contributes to occupational health and safety (OHS) issues by administering the
Workplace Hazardous Materials Information System in partnership with the federal, provincial
and territorial (FPT) OHS regulatory agencies. Labor legislation falls under the jurisdiction of
Canada’s FPT OHS agencies. Consequently, SNAcs do not have requirements for protection in
the workplace and hazard communication.

3.3.2 Are there requirements for industrial, commercial, and consumer activities?

The CEPA and the CCPSA do not set out regulations regarding new activities related to specific
industrial, commercial, and consumer significant new activities as is done under TSCA for new
uses. These types of activities can be described in a SNAc in three basic ways: (1) broadly
applicable, (2) broadly applicable with exclusions, and (3) targeted. The table below presents an
example of each type. A SNAc definition could be broad and define a significant new activity as
any activity with the substance above a specific threshold. Similarly, a specific activity regarding
the use of a substance in a consumer product could be targeted. It depends on the substance and
for which activities the Canadian government is trying to obtain information for evaluation. It 1s
incumbent on companies who may be impacted to review the SNAc¢ publication carefully to
determine if their activity could be included in the definition of significant new activities.

3.3.3 Are there disposal requirements?

There are usually no specific requirements for disposal in SNAc publications. Also, as outlined
in Section 3.1.2, Section 3 of CEPA lists mixtures as part of effluents, emissions or wastes as not
considered substances for the purposes of notification requirements under SNAc provisions.
However, individual components of mixtures could be notifiable in a SNAc under the definition
of the significant new activity.
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3.3.4 Are there release-to-water requirements?

Release-to-water requirements are not typically managed by SNAc provisions as they are with
SNURs. There are other regulatory risk management tools that the Canadian government uses
that have similar release-to-water requirements (e.g., Ministerial Conditions). Moreover, there
are other federal and provincial laws, such as the Fisheries Act, which could apply to these
releases. Persons engaged in activities which include releases to water should follow the
requirements that apply in the jurisdiction where their activities take place.

3.3.5 Are there recordkeeping requirements?

Typically, there are no general record-keeping requirements for SNAcs, unless explicitly stated
in the SNAc publication.

Broadly Applicable ® Order 2013-87-03-01 (CAS 116-66-5): “Any activity
involving, in any one calendar year, more than 100 kg of

{any use, manufacture or import above a
threshold) the substance 1H-indene, 2,3-dihydro-1, 1,3,3,5-

pentamethyl-4,6-dinitro-.”
Canada Gazette, Part 1l: Vol.147, No.14, Page 1904

Broadly Applicable, with Order 2013-87-11-01 (CAS 88-72-2): “Any activity
exclusions involving, in any one calendar year, a total of more than

. . 100 kg of the substance Benzene, 1-methyl-2-nitro-,
{any use, manufacture or import activity . . ) ]
above a threshold other than x, y, 2) other than an activity involving its use in the

manufacture of explosives.”

Canada Gazette, Part 1l: Vol.148, No.2, Page 183

Targeted ® SNAc Notice No. 18020: ..a significant new activity is the
use of the substance in a quantity greater than 100 kg
per calendar year in any cosmetic or drug as defined in
section 2 of the Food and Drugs Act, or in any natural
health product as defined in subsection 1(1) of the
Natural Health Products Regulations.

{specific activity with threshold)

Canada Gazette, Part I: Vol.149, No.23, Page 1096
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4.0 Resources and Other Supporting Materials

EPA Resources

EPA website https://www . epa.gov

https://www.epa.gov/assessing-and-managing-
chemicals-under-tsca/introduction-chemview

EPA’s ChemView

httos://ofmpub.epa.gov/sor internet/registry/subst

EPA s substance Registy Services (RS reg/searchandretrieve/substancesearch/search.do

SNUNs are reported using the standard e-PMN form and | htips://www.epa.gov/reviewing-new-chemicals-
are subject to a 90-day review process similar to that for | under-toxic-substances-control-act-tsca/how-
a PMN. Access to the e-PMN form sybmit-e-pmn

ECCC/HC Resources

SNAc Webpage hitos://www . ec gccallepe-
cepa/default.asp?lang=En&n=9EFCCB36-18#g9

Comprehensive Listing of Substances that are Subject http://ec.ge.ca/subsnouvelles-
to Significant New Activity Provisions newsubs/default.asp?lang=En&n=0F76206A-1

Substances Search Tool {chemicals, polymers and hitp://pollution-waste canada.ca/substances-

organisms)* search/Substance Error=1&1d=1257085-86-
1&ExactMatch=False

Canada Gazette general website — where SNAc Orders http://www.gazette.gc.ca
and Notices are published

Government of Canada RCC webpage http://www.chemicalsubstanceschimigues.gc.ca/pla
n/council-conseil-cooperation/index-eng.php

HC general website htto://www.hc-sc.gc.ca
ECCC general website hitps://www.ec.gcca
Substances Management Information Line Toll-free in Canada: 1-800-567-1999

Outside Canada: 1-819-938-3232
Fax: 1-819-938-5212
Email: ECCC.substances.ECCC@canada.ca

* The Substances search tool is a searchable database of substances previously published in the Canada Gazette
(e.g., substances on the DSL, NDSL, and new and existing substances subject to the SNAc provisions). Canada
Gazette publications are the official source for SNAc publications.
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4.1 Explanation of Key Terms

Canada Notice of Intent (NOI) — An NOI to amend the DSL is published in the Canada
Gazette, Part I (CG 1), followed by a public comment period, and publication of an Order
amending the DSL in the Canada Gazette, Part 11 (CG IT). The SNAc¢ provisions apply as soon as
the Order is registered (i.¢., in force) unless the Order indicates otherwise.

Canada Significant New Activity (SNAc) — An activity conducted with a substance in a
different quantity, concentration, or in different circumstances that could affect the environment
or human exposure. What constitutes a significant new activity (or activities) is specific to each
substance and is found in the relevant SNAc¢ publication in the Canada Gazette.

Canada Significant New Activity Notification (SNAN) — If a person’s proposed activities with
a substance are captured by the definition of a significant new activity, that person is required to
submit a SNAN to the government for assessment within the specified regulatory time period
prior to the new activity being undertaken.

Canadian Environmental Protection Act, 1999 (CEPA) — An Act respecting pollution
prevention and the protection of the environment and human health in order to contribute to
sustainable development.

U.S. Premanufacture Notice (PMN) — Anyone who plans to manufacture (including import) a
new chemical substance for a non-exempt commercial purpose is required by TSCA to provide
EPA with notice before initiating the activity. A PMN must be submitted at least 90 days prior to
the manufacture of the new chemical or significant new use. An online version of the PMN form
1s available on EPA’s website in an electronic (e-PMN) format.

U.S. Significant New Use Notice (SNUN) — A manufacturer (including importer) or processor
intending to engage in a designated significant new use must submit a SNUN to EPA at least 90
days before manufacturing or processing the chemical for the significant new use. This
notification initiates EPA’s evaluation of the chemical within the applicable review period.
Manufacture and processing for the significant new use is unable to commence until EPA has
conducted a review of the notice, made an appropriate determination on the notice, and taken
such actions as are required in association with that determination.

U.S. Significant New Use Rule (SNUR) —EPA issues regulations designating significant new
uses of a chemical so that Agency review occurs before chemical substances are used in new
ways that might create environmental and human health concerns. Once EPA designates a
significant new use for a chemical, manufacturers and processors of that chemical who wish to
initiate that use must submit a SNUN before manufacturing or processing the chemical for the
significant new use.

U.S. Toxic Substances Control Act (TSCA) — Provides EPA with authority to establish
reporting, recordkeeping, testing requirements, and restrictions relating to chemical substances or
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mixtures. TSCA addresses the production, importation, use, and disposal of specific chemicals.

Importer (TSCA) — Any person who imports a chemical substance, including a chemical
substance as part of a mixture or article, into the customs territory of the U.S. Importer includes
the person primarily liable for the payment of any duties on the merchandise, or an authorized
agent acting on his/her behalf.

Manufacturer (TSCA) — A person who imports, produces, or manufactures a chemical
substance.

Processor (TSCA) — Any person who processes a chemical substance or mixture. To process
means to prepare a chemical substance or mixture, after its manufacture, for distribution in
commerce in the same form or physical state as, or in a different form or physical state from, that
in which it was received by the person so preparing such substance or mixture, or as part of a
mixture or article containing the chemical substance or mixture.

4.2 ChemView Instructions

The EPA ChemView website htips://iava.epa.gcov/chemview has links to a ChemView User’s
Guide® and Web Service Information. The User’s Guide includes

o Sclecting chemical search criteria
o Sclecting outputs

¢ Generating results

e Viewing results

e Appendix of specific sources.

The Web Services URLs (uniform resource locators) site describes dropdowns for the user to
select the chemicals, SNUR uses, uses, groups, categories, and endpoints. The site also enables
the user to select different sources to get the chemical results. The default output format is
JavaScript Object Notation (JSON). ChemView also provides the ability to download to Excel,
XML, and PDF.*!

*® ChemView Public UI [User Interface] Guide Release 1.3, U.S. Environmental Protection Agency, October 2015,
42 pages. Available at: https://java.cpa.gov/chemview/resources/ChemView%20Public%20U1%20Guide. pdf.

I ChemView Web Services URLs. Release 1.1, U.S. Environmental Protection Agency, February 19, 2014,
Available at https://java.cpa.gov/chemview/resources/ChemView WebServices.pdf.
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